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Children under 6 years of age: consult a 
doctor. 

(vi) For products containing 
propylhexedrine identified in § 341.20(b)(9) 
when used in an inhalant dosage form. 
The product delivers in each 800 milli-
liters of air 0.40 to 0.50 milligrams of 
propylhexedrine. Adults and children 6 
to under 12 years of age (with adult su-
pervision): 2 inhalations in each nostril 
not more often than every 2 hours. 
Children under 6 years of age: consult a 
doctor. 

(vii) For products containing 
xylometazoline hydrochloride identified in 
§ 341.20(b)(10)—(A) Nasal drops or 
sprays—(1) For a 0.1-percent aqueous so-
lution. Adults and children 12 years of 
age and over: 2 or 3 drops or sprays in 
each nostril not more often than every 
8 to 10 hours. Do not give to children 
under 12 years of age unless directed by 
a doctor. 

(2) A 0.05-percent aqueous solution in a 
container having either a calibrated drop-
per or a metered-dose spray that delivers 
no more than 0.054 milligrams of 
xylometazoline per three drops or three 
sprays. Children 6 to under 12 years of 
age (with adult supervision): 2 or 3 
drops or sprays in each nostril not 
more often than every 8 to 10 hours. 
Children 2 to under 6 years of age (with 
adult supervision): 2 or 3 drops or 
sprays in each nostril not more often 
than every 8 to 10 hours. Use only rec-
ommended amount. Do not exceed 3 
doses in any 24-hour period. [previous 
two sentences in boldface type] Chil-
dren under 2 years of age: consult a 
doctor. 

(B) Nasal jelly—(1) For a 0.1-percent 
water-based jelly. Adults and children 12 
years of age and over: place a small 
amount in each nostril and inhale well 
back into the nasal passages. Use not 
more often than every 8 to 10 hours. Do 
not give to children under 12 years of 
age unless directed by a doctor. 

(2) For a 0.05-percent water-based jelly. 
Children 6 to under 12 years of age 
(with adult supervision): place a small 
amount in each nostril and inhale well 
back into the nasal passages. Use not 
more often than every 8 to 10 hours. 
Children under 6 years of age: consult a 
doctor. 

(viii) Other required statements—For 
products containing levmetamfetamine or 

propylhexedrine identified in § 341.20(b)(1) 
or (b)(9) when used in an inhalant dosage 
form. (A) ‘‘This inhaler is effective for a 
minimum of 3 months after first use.’’

(B) ‘‘Keep inhaler tightly closed.’’

[59 FR 43409, Aug. 23, 1994, as amended at 63 
FR 40650, July 30, 1998; 64 FR 13295, Mar. 17, 
1999; 65 FR 8, Jan. 3, 2000]

§ 341.90 Professional labeling. 

The labeling of the product provided 
to health professionals (but not to the 
general public) may contain the fol-
lowing additional dosage information 
for products containing the active in-
gredients identified below: 

(a) For products containing ephedrine, 
ephedrine hydrochloride, ephedrine sul-
fate, or racephedrine hydrochloride iden-
tified in § 341.16 (a), (b), (c), and (f). Chil-
dren 6 to under 12 years of age: oral 
dosage is 6.25 to 12.5 milligrams every 4 
hours, not to exceed 75 milligrams in 24 
hours. Children 2 to under 6 years of 
age: oral dosage is 0.3 to 0.5 milligram 
per kilogram of body weight every 4 
hours, not to exceed 2 milligrams per 
kilogram of body weight in 24 hours. 

(b) For products containing 
chlophedianol hydrochloride identified in 
341.14(a)(1). Children 2 to under 6 years 
of age: oral dosage is 12.5 milligrams 
every 6 to 8 hours, not to exceed 50 mil-
ligrams in 24 hours. 

(c) For products containing codeine in-
gredients identified in § 341.14(a)(2). (1) 
Children 2 to under 6 years of age: Oral 
dosage is 1 milligram per kilogram 
body weight per day administered in 
four equal divided doses. The average 
body weight for each age may also be 
used to determine dosage as follows: 
For children 2 years of age (average 
body weight, 12 kilograms), the oral 
dosage is 3 milligrams every 4 to 6 
hours, not to exceed 12 milligrams in 24 
hours; for children 3 years of age (aver-
age body weight, 14 kilograms), the 
oral dosage is 3.5 milligrams every 4 to 
6 hours, not to exceed 14 milligrams in 
24 hours; for children 4 years of age (av-
erage body weight, 16 kilograms), the 
oral dosage is 4 milligrams every 4 to 6 
hours, not to exceed 16 milligrams in 24 
hours: for children 5 years of age (aver-
age body weight, 18 kilograms), the 
oral dosage is 4.5 milligrams every 4 to 
6 hours, not to exceed 18 milligrams in 
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24 hours. The manufacturer must re-
late these dosages for its specific prod-
uct dosages for its specific product to 
the use of the calibrated measuring de-
vice discussed in paragraph (c)(3) of 
this section. If age is used to determine 
the dose, the directions must include 
instructions to reduce the dose for low-
weight children. 

(2) Parents should be instructed to 
obtain and use a calibrated measuring 
device for administering the drug to 
the child, to use extreme care in meas-
uring the dosage, and not exceed the 
recommended daily dosage. 

(3) A dispensing device (such as a 
dropper calibrated for age or weight) 
should be dispensed along with the 
product when it is intended for use in 
children 2 to under 6 years of age to 
prevent possible overdose due to im-
proper measuring of the dose. 

(4) Codeine is not recommended for 
use in children under 2 years of age. 
Children under 2 years may be more 
susceptible to the respiratory depres-
sant effects of codeine, including res-
piratory arrest, coma, and death. 

(d) The following labeling indication 
may be used for products containing 
guaifenesin identified in § 341.18 when 
used as a single ingredient product. 
‘‘Helps loosen phlegm and thin bron-
chial secretions in patients with stable 
chronic bronchitis.’’ 

(e) For products containing 
brompheniramine maleate identified in 
§ 341.12(a). Children 2 to under 6 years 
of age: oral dosage is 1 milligram every 
4 to 6 hours, not to exceed 6 milligrams 
in 24 hours. 

(f) For products containing 
chlorcyclizine hydrochloride identified in 
§ 341.12(b). Children 6 to under 12 years 
of age: oral dosage is 12.5 milligrams 
every 6 to 8 hours, not to exceed 37.5 
milligrams in 24 hours. Children 2 to 
under 6 years of age: oral dosage is 6.25 
milligrams every 6 to 8 hours, not to 
exceed 18.75 milligrams in 24 hours. 

(g) For products containing 
chlorpheniramine maleate identified in 
§ 341.12(c). Children 2 to under 6 years 
of age: oral dosage is 1 milligram every 
4 to 6 hours, not to exceed 6 milligrams 
in 24 hours. 

(h) For products containing 
dexbrompheniramine maleate identified in 
§ 341.12(d). Children 2 to under 6 years 

of age: oral dosage is 0.5 milligram 
every 4 to 6 hours, not to exceed 3 mil-
ligrams in 24 hours. 

(i) For products containing 
dexchlorpheniramine maleate identified in 
§ 341.12(e). Children 2 to under 6 years: 
oral dosage is 0.5 milligram every 4 to 
6 hours, not to exceed 3 milligrams in 
24 hours. 

(j) For products containing 
diphenhydramine citrate identified in 
§ 341.12(f). Children 2 to under 6 years of 
age: oral dosage is 9.5 milligrams every 
4 to 6 hours, not to exceed 57 milli-
grams in 24 hours. 

(k) For products containing 
diphenhydramine hydrochloride identified 
in § 341.12(g). Children 2 to under 6 years 
of age: oral dosage is 6.25 milligrams 
every 4 to 6 hours, not to exceed 37.5 
mg in 24 hours. 

(l) For products containing doxylamine 
succinate identified in § 341.12(h). Chil-
dren 2 to under 6 years of age: oral dos-
age is 1.9 to 3.125 milligrams every 4 to 
6 hours, not to exceed 18.75 milligrams 
in 24 hours. 

(m) For products containing 
phenindamine tartrate identified in 
§ 341.12(i). Children 2 to under 6 years of 
age: oral dosage is 6.25 milligrams 
every 4 to 6 hours, not to exceed 37.5 
milligrams in 24 hours. 

(n) For products containing 
pheniramine maleate identified in 
§ 341.12(j). Children 2 to under 6 years of 
age: oral dosage is 3.125 to 6.25 milli-
grams every 4 to 6 hours, not to exceed 
37.5 milligrams in 24 hours. 

(o) For products containing pyrilamine 
maleate identified in § 341.12(k). Children 
2 to under 6 years of age: oral dosage is 
6.25 to 12.5 milligrams every 6 to 8 
hours, not to exceed 50 milligrams in 24 
hours. 

(p) For products containing thonzyl-
amine hydrochloride identified in 
§ 341.12(l). Children 2 to under 6 years of 
age: oral dosage is 12.5 to 25 milligrams 
every 4 to 6 hours, not to exceed 150 
milligrams in 24 hours. 

(q) For products containing triprolidine 
hydrochloride identified in § 341.12(m). 
Children 4 to under 6 years of age: oral 
dosage is 0.938 milligram every 4 to 6 
hours, not to exceed 3.744 milligrams in 
24 hours. Children 2 to under 4 years of 
age: oral dosage is 0.625 milligram 
every 4 to 6 hours, not to exceed 2.5 
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milligrams in 24 hours. Infants 4 
months to under 2 years of age: oral 
dosage is 0.313 milligram every 4 to 6 
hours, not to exceed 1.252 milligrams in 
24 hours. 

(r) For products containing 
diphenhydramine citrate identified in 
§ 341.14(a)(5). Children 2 to under 6 
years of age: oral dosage is 9.5 milli-
grams every 4 hours, not to exceed 57 
milligrams in 24 hours. 

(s) For products containing 
diphenhydramine hydrochloride identified 
in § 341.14(a)(6). Children 2 to under 6 
years of age: oral dosage is 6.25 milli-
grams every 4 hours, not to exceed 37.5 
milligrams in 24 hours. 

[51 FR 35339, Oct. 2, 1986, as amended at 52 FR 
30057, Aug. 12, 1987; 54 FR 8509, Feb. 28, 1989; 
57 FR 58376, Dec. 9, 1992; 59 FR 4218, Jan. 28, 
1994; 59 FR 29174, June 3, 1994; 59 FR 36051, 
July 15, 1994]

PART 343—INTERNAL ANALGESIC, 
ANTIPYRETIC, AND 
ANTIRHEUMATIC DRUG PROD-
UCTS FOR OVER–THE–COUNTER 
HUMAN USE

Subpart A—General Provisions

Sec.
343.1 Scope. 
343.3 Definitions.

Subpart B—Active Ingredients

343.10 [Reserved] 
343.12 Cardiovascular active ingredients. 
343.13 Rheumatologic active ingredients. 
343.20 [Reserved] 
343.22 Permitted combinations of active in-

gredients for cardiovascular-
rheumatologic use.

Subpart C—Labeling

343.50 [Reserved] 
343.60 [Reserved] 
343.80 Professional labeling.

Subpart D—Testing Procedures

343.90 Dissolution and drug release testing.

AUTHORITY: 21 U.S.C. 321, 351, 352, 353, 355, 
360, 371.

SOURCE: 63 FR 56814, Oct. 23, 1998, unless 
otherwise noted.

Subpart A—General Provisions

§ 343.1 Scope. 

(a) An over-the-counter analgesic-
antipyretic drug product in a form 
suitable for oral administration is gen-
erally recognized as safe and effective 
and is not misbranded if it meets each 
of the conditions in this part in addi-
tion to each of the general conditions 
established in § 330.1 of this chapter. 

(b) References in this part to regu-
latory sections of the Code of Federal 
Regulations are to chapter I of title 21 
unless otherwise noted.

§ 343.3 Definitions. 
As used in this part: 
Analgesic—antipyretic drug. An agent 

used to alleviate pain and to reduce 
fever. 

Cardiovascular drug. An agent used to 
prevent ischemic events. 

Rheumatologic drug. An agent used for 
the treatment of rheumatologic dis-
orders.

Subpart B—Active Ingredients

§ 343.10 [Reserved]

§ 343.12 Cardiovascular active ingredi-
ents. 

(a) Aspirin. 
(b) Buffered aspirin. Aspirin identi-

fied in paragraph (a) of this section 
may be buffered with any antacid in-
gredient(s) identified in § 331.11 of this 
chapter provided that the finished 
product contains at least 1.9 milli-
equivalents of acid-neutralizing capac-
ity per 325 milligrams of aspirin as 
measured by the procedure provided in 
the United States Pharmacopeia 23/Na-
tional Formulary 18.

§ 343.13 Rheumatologic active ingredi-
ents. 

(a) Aspirin. 
(b) Buffered aspirin. Aspirin identi-

fied in paragraph (a) of this section 
may be buffered with any antacid in-
gredient(s) identified in § 331.11 of this 
chapter provided that the finished 
product contains at least 1.9 milli-
equivalents of acid-neutralizing capac-
ity per 325 milligrams of aspirin as 
measured by the procedure provided in 
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